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Che~li Hermann

Vice President, Clinical Systems

Allina Medical Group

8450 Qity Centre Drive

Woodbu~, Minnesota 55125

De= Ms. Hermann:

On December 13, 2000, a representative of the State of Minnesota. acting on behalf
of the Food and Drug Administration (FDA), inspected your facilit}-, Allina Medical

Clinic of Cottage Gro\-e. at 8611 West Point Douglas Road, Cottage Gro~-e, MN

55016 (FDA certificate #2 13020). This inspection re~-ealed a serious reawlatory~

problem in~-ol~-in~ the mammography at YOUr facilit!-

LTnder a United States Federal la~v, the Mammography Quality- Standards Act of

1992 (~lQSA), your facilitj- must meet specific requirements for mammography.

These requirements help protect the health of \vomen by assuring that a facility

can perform quality mammography. Based on the documentation your site

presented at the time of the inspection. the follotving Repeat Le~”el 2 and Le\-el 2

findings \vere documented at your facilit>-:

Repeaf Le\-el 2 Non-Complimce:

1. Two of SLY randomly selected mammography reports re~iet~-ed did not

Icontain an appro~-ed assessment catego~.

Level 2 Non-Compliance:

7-. The written procedure for handling mammography- consumer complaints is

incomplete in that it lacks all of the mandato~ elements.
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The specific problems noted above appeared on your MQSA Facility Inspection
Report which was issued to your facility following the close of the inspection. Item
# 1 was also cited during the 1999 inspection.

Because these conditions may be symptomatic of serious underlying problems that
could compromise the qu~ty of mammography at YOUr facilitY) theY rePresent a

serious violation of the law which may result in FDA taking regulatory action
without further notice to you. These actions include, but are not limited to, placing
your facility under a Directed Plan of Correction, charging your facility for the cost
of on-site monitoring, assessing civil money penalties up to $10,000 for each
failure to substantially comply with, or each day of failure to substantially comply
with, the Standards, suspension or revocation of your facility’s FDA certificate, or
obtaining a court injunction against further marnmography.

FDA acknowledges that Melody Walsh, R.T.(R)(M) from YOUr site resPonded to the

above non-compliances via a letter postmarked December 30, 2000. Because of
the repeat nature of one of the non-compliances this letter is intended to alert
senior management to the obsemed non-compliances. Note: As appropriate, your

corrective actions regarding these issues should be directed towards all Allina sites,

not just this single location. Due to the repeat nature of one of the non-

compliances, a check-and-bal=ce s>.stem should be de~-eloped to a~’oid a

recurrence of this issue.

Please explain to this office in writing ~vithin 15 working days from the date you

recei~-ed this letter:

● each step your facility is taking to pre’.-ent the recurrence of similar ~-iolations;
● sample records that demonstrate proper records keeping procedures if the

findings relate to quality control or other records.

please submit your response to Thomas W. G=-in, Radiological Heath speci~lst!
Food ,and Drug Aclministration, 2675 No. Mayfair Road, Suite 200, Milwaukee, WI

53226-1305.

Finally-, you should understand that there are many FDA requirements pertaining

to mammography. This letter pertains only to findings of your inspection and does

not necessarily address other obligations you have under the law. You may obtain

gener:~ information about all of FDA’s requirements for mammography facilities b}-

contacting the Mammography Quality Assurance Program, Food and Drug

Administration, P.O. Box 6057, Columbia, MD 21045-6057 ( 1-800-838-7715) or

through the Internet at http:// lululu.fda. gov/ cdrh/ mammography/ inde.~. html.
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If you have specific questions about mammography facility requirements or about
the content of this letter please feel free to phone Mr. Groin at (414) 771-7167
ext. 12.

Sincerely,

$}L/

TWG/ccl

/D irector

Minneapolis District

xc: Kris Swanson, R.N.

Clinic Manager

Allina Medical Clinic of Cottage Grove

8611 West Point Douglas Road

Cottage Grove, MN 55016

Sue McClanahan

Supervisor, Radiation Unit

Minnesota Department of Health

1645 Ener~ Park Dri~’e, Suite 300

St.. Paul, M-N 55108-2970

Priscilla F. Butler

Director, Breast Imaging Accreditation Programs

A]merican College of Radiolo~-

1891 Preston White Drive

Reston, \’A 20191


